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DETAILED ACTION 
Response to Arguments 

1. Applicant's arguments with respect to Claims 1 and 20 have been considered 
but are moot in view of both claims being amended. 

Claim Rejections - 35 USC §112 

2. Claims 16, 17 and 22 recites the limitation "said magazine" to hold the 
medicament, while the parent claim, Claim 15, uses a "spool." From a close reading of 
the specification on page 4, Lines 25-30, the Examiner believes the terms "spool" and 
"magazine" are essentially functional equivalents. Even so, there is insufficient 
antecedent basis for this limitation in the claim. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 15 and 16 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Braithwaite (US Patent 5,778,873). 
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5. In regards to Claim 15 and 16, Braithwaite discloses a delivery device (40) 
comprising a rotatable metering member (41) adapted to dispense a measured amount 
of medicament material and comprising a spool and a spool carrier, a material delivery 
passage (45), a material delivery orifice (patient end of inhalation passage 45), at least 
one actuating member (46) adapted to move said metering member from a material 
retaining position (found in storage chamber 44) to a material dispensing position (found 
after material has been inhaled and enterers waste chamber 49) characterized in that 
the actuator member moves in a substantially radial direction and actuates the metering 
member in said substantially radial direction and wherein the void between the spool 
and the spool carrier is filled with medicament. Regarding the metering member, as 
described by Braithwaite, "a chain (41) of [the] metering device is wound spirally around 
a central cylindrical core (42). Core (42) is able to rotate about axle (51). Chain (41) 
passes over a roller (43) through drug storage chamber (44) and then into inhalation 
passage (45)." (Please see Column 15, Lines 28-40). Regarding the spool and spool 
carrier, as shown in Figure 16, Braithwaite discloses a container (120) made of a series 
of units (121), each unit having a conduit (122) where in a spool (123) resides. Further, 
Braithwaite discloses the spool is "filled with a powdered drug, which occupies the 
space defined between the flanges (124), the neck (125), and the inner walls of the 
conduit (122). (Please see Column 18, Lines 27-50). Regarding the material delivery 
passage and orifice, Braithwaite discloses the material delivery passage (45) as an 
inhalation port; inherently, the material delivery orifice is the patient port or mouthpiece 
of the inhalation port. Regarding the actuating member, Braithwaite describes the 
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piston (46) as an actuator that moves the chain (41) containing the filled medicament. 
(Please see Column 15, Lines 28-40). Regarding the material retaining position and the 
material dispensing position, the medicament to be used during inhalation is stored in 
chamber (44), as the chain (41) is passed through the storage chamber (44) by the 
actuation of the piston (46) the rotatable metering member moves from a material 
retaining position to a material dispensing position once the chain (41) reaches the 
material delivery passage or inhalation port (45). Regarding the axial movement of the 
actuator and the metering member, the actuator (46) is acting against a spring (47), 
which intern results in the movement of the medicament; while the metering member 
(41) is moving in an axial direction around the core (42). In regards to Claim 16, the 
magazines or spools are filled with the medicament that is stored in the storage 
chamber (44). 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 



1. 



Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Braithwaite (US Patent 5,778,873) as applied to Claim 15 above. 

9. In regards to Claim 17, Braithwaite teaches a delivery device comprising all 
limitations recited in Claim 17, but does not expressly disclose the delivery device 
provided with a pair of magazines containing different medicaments. At the time the 
invention was made, it was well known in the art that patients may require two different 
medicaments to provide effective treatment and care of medical conditions. Therefore, 
it would have been obvious to one having ordinary skill in the art to have a pair of 
magazines containing different medicaments as the Applicant has done. Moreover, 
Applicant has not asserted that the specific multi-medicant dosing capability of the 
delivery device recited provides a particular advantage, solves a stated problem or 
serves a purpose different from that of providing allowing patients who require two 
different medicaments convenient packaging, thus the use of the pair of magazines 
containing different medicaments lacks criticality in its design. 

10. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Braithwaite (US Patent 5,778,873) in view of Widerstrom (US Patent 6,698425) as 
applied to Claim 17. 

11. In regards to Claim 22, Braithwaite discloses an apparatus comprising all the 
limitations recited in Claim 22, with the exception of the medicaments characterized as 
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fluticasone and salmeterol. However, the use of fluticasone and salmeterol was known 
at the time the invention was made. Specifically, Widerstrom teaches the use of 
fluticasone and salmeterol in a powder inhaler as suitable medicaments. Therefore, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the delivery device of Braithwaite by using the suitable 
medicaments of fluticasone and salmeterol because it is well known in the art, as taught 
by Widerstrom, to use these medicaments for use in a powder inhalers. 



Allowable Subject Matter 
12. Claims 1-3, 5-14, 18-20, 26-29, 30, and 33-38 are allowed. 



Obviousness-Type Double Patenting 

13. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

14. Claim 15 of the current applicant is rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over Claims 1, 2, and 4 of 
U.S. Patent No. 5,924,417. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because both inventions disclose delivery 
devices with rotatable members containing receptacles for the delivery of medicament 
through the inhalation. Further the conflicting claims also recite the container 
comprising the rotatable members to be adapted for rotation inside the delivery device. 
These claimed elements are thus only obvious variants and can be practiced using the 
same apparatus. 

15. Claim 15 of the current applicant is rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over Claims 1, 12, 16, 18, 
and 19 of U.S. Patent No. 6,845,772. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because both inventions disclose 
delivery devices with rotatable members containing medicament containers that are 
aligned to be within the same plane of the axis of rotation of the metering member. 
These claimed elements are thus only obvious variants and can be practiced using the 
same apparatus. 

Conclusion 

16. The following patent discloses a balance of prior art in the field of delivery 
devices with rotatable metering members. US 6,116,238. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette F. Dixon whose telephone number is (571) 272- 
3392. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on (571) 272-4791. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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